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1. Patient identifier |2. Age at ime 3. Sex 4. Weight 1. Name (give labeied strength & mérfsbeler, it known}
of svent:
of 37 yrs ( )femate |unk Lbs #1 Extra Strength TYLENOL Gelcaps
’ Date or £
In confidence of birth: (X)male kgs ~Sose, irequancy & routs used  |3. Therapy dates Tt unknown, give duration)
8 A 0 ohle from/to {of best estimate)
1. X Adverse svent  snd/or Procduct problem (6.9., defects/matfunctions) #1 unknown dose, po n 1995; unknown duration
R sttributed to adverse event #2 »2
(check alt that spply} () diesbity 4. Diagnosis for usa (indication) 5. Event sbeted after use
C) e () conperital anamely #1 headache relief stopped or dose reduced
() WMe-threstening ( ) required intervention to p #1 () Yes ( ) No (X) N/
permanent impairment/damage
(x) hospitalization - inktisl or prolonged [ 74
() other 6. Lot # (if known) 1. —date (it known) |#2 ( ) Yes ¢ ) No ( y N/
- of ovent 4. of this report #1  Unknown n Unknown 8. Event reappeared after
” s reintroduction
5. De ki l L b . #1 () Yes ( ) No (X) N
— es o
- Describe event of problem S TDC 7~ for product problema only (f known) ”ﬁ
Notification vis attorney letter of "Tylenol toxicity”. Let- - - #2 () Yes ( ) No () NI@J
ter states that in May of 1995, pt was fnvolved §in an suto 30, e Terapy Jutes (enciude trestment of event]

accident. After accident, on 5712795, he went on "a binge
for 3-6 days” & theresfter took several Extra Strength TYLE-
NOL® acetaminophen Gelcaps for headache relief. Addl info
rec’d 11711/96: Medical records indicate on 6/2/95, pt uas
hospitalized following 4 dsys of nausea, vomiting, low grade
‘wyer & 2 days of chest pain & S08. past hx of APAP use not
.isted. Tylenot levels reportedly high. p/c’d on 6/6/95; d/c
dxshepatitis B (HEPATITIS) & Tylenol hepatic toxicity CLIVER
DAMAGE). On 7/7/95, spprox 1 month later, pt wes admitted to
hospitat w/ cc of abcdominal pain. Past hx of APAP use not
tisted. Tx included IV fluids & K flash. On 7/9/95, pt was
d/c’d; principetl dx=sbdominal pain secondary to gastroenter-
ftis & Hep 8 & C. Addl info rec’d 3/24700: Gl consult of
6/2/95 indicates pt drank 6-12 cans of beer/d. After car
injury, pt took PERCOCET®, as well as APAP. He subsequently
developed nauses & vomiting & presented With (See Sect c10)

Concomitant medicsl products

PERCOCET®, drinks 6-12 cans of beer/day (Sect 85 cont):
jasundice. MD’s {mpression=acute hepatocellular injury, W/
intrahepatic cholestasis (CHOLESTATIC JAUNDICE) secondary to
acute APAP toxici in combination sthanol. L

X este/imboratory dats, including dstes

6/1/96 PTs21, PTT=30, bi 1i=5.4, atk phos=154, ALT=5486, GGT=
549; 6/2/96 ECG=nl, high Tytenol level; 7/7/96 bili=2.1, alk
phos=121, AST=76, ALT=S7, GGT=391; abd US=hepatosplenomegaly
fatty infil liver; hepatitis profileshepatitis B

7. Other relevant history. including ‘preexisting medical conditions {0.9., allergies,
rce, pregnancy, smoking and sicohol use, hepatic/renal dyst ction, etc.)

history of smoking 2 packs of cigarettes/day for 20 years;
pin in left fesur, gkin lesions, history of alcohol abuse,
history of use of illicit drugs, including IV cocaine as a
seenager; allergic to codeine
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Ft. Washington, PA 19034 ¢ }i foreign
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4. mnﬂvd by manufacturer]5. (x) professionsl
03/24/00 (A} NDA # 19-872 ¢ ) user facility
8. Hf IND, protocol # IND #
PLA # <) ?&T&'."J«.m
pre-1938 ( ) Yes ¢ ) distributor
7. Type of report ote ¢ ) other:
{check sl that apply) product (X} Yes
() Sdav (X)‘lMOY 8. Adverse svent termis)
¢ ) 10-dey ¢ )periodic
¢ ) initisl  (X)follow-up # 21  LIVER DAMAGE NEPATITIS
AT Teport Rumber JAUNDICE CHOLES
0658549A
aporte
1. Name, address & phone #
SS 941-377-4555
APR
0
g 2009
2. Health professional? 3. Occupation 4., Initial reporter siso

sent report to FDA

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.
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